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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )KI Responsive to communication(s) filed on 03 April 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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Application Papers 
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10) ^ The drawing(s) filed on 30 March 2006 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Applicant's election of species of SEQ ID NO: 6-8 in the reply filed on April 3, 2009 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). 

2. Claims 80, 82 and 84-88 have been withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on August 27 and April 3, 
2009. 

3. Claims 66-69, 71-79, 81 and 83 have been examined in the instant application. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 66-69, 71-79, 81 and 83 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim contains subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The plasmid/vector pssXG of claim 75 and pssXGb is essential to the claimed invention 
and must be obtainable by a repeatable method set forth in the specification or otherwise readily 
available to the public. If the plasmid is not so obtainable or available, the requirements of 35 
U.S.C. § 1 12 may be satisfied by a deposit of the biological materials. The specification does not 
disclose a repeatable process to obtain the plasmid and it is not apparent if the plasmid is readily 
available to the public. Further, the plasmid deposit must be made under the Budapest Treaty, 
and an affidavit or declaration by Applicant, or a statement by an attorney of record over his or 
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her signature and registration number, stating that the specific biological materials have been 
deposited under the Budapest Treaty and that the biological materials will be irrevocably and 
without restriction or condition released to the public upon the issuance of a patent, would satisfy 
the deposit requirement made herein. If the deposit will not be made under the Budapest Treaty, 
then in order to certify that the deposit meets the criteria set forth in 37 C.F.R. §§ 1.801,1.809, 
Applicant may provide assurance of compliance by an affidavit or declaration, or by a statement 
by an attorney of record over his or her signature and registration number, showing that: 

(a) during the pendency of this application, access to the invention will be afforded to the 
Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 5 
years after the last request or for the effective life of the patent, whichever is longer; 

(d) a test of the viability of the biological material at the time of deposit will be made (see 
37 C.F.R. § 1.807); and 

(e) the deposit will be replaced if it should ever become inviable. 

Applicant's attention is directed to M.P.E.P. §2400 in general, and specifically to §241 1.05, as 

well as to 37 C.F.R. § 1.809(d), wherein it is set forth that "the specification shall contain the 

accession number for the deposit, the date of the deposit, the name and address of the depository, 

and a description of the deposited material sufficient to specifically identify it and to permit 

examination." The specification should be amended to include this information, however, 

Applicant is cautioned to avoid the entry of new matter into the specification by adding any other 

information. Finally, Applicant is advised that the address for the ATCC has recently changed, 

and that the new address should appear in the specification. The new address is: 

American Type Culture Collection 
10801 University Boulevard 
Manassas, VA 201 10-2209 
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6. The disclosure is objected to because of the following informalities: the specification 
contains nucleotide sequences that do not have a SEQ ID NO: (see for example p. 19, pp24-25). 
Appropriate correction is required. 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 C.F.R. § 1.821(a)(1) and (a)(2). 
However, this application fails to comply with the requirements of 37 C.F.R. §§ 1.821-1.825 for 
the reason(s) set forth above. 

Full compliance with the sequence rules is required in response to this office action. A 
complete response to this office action should include both compliance with the sequence rules 
and a response to the non-final Office Action set forth below. Failure to fully comply with both 
these requirements in the time period set forth in this office action will be held non-responsive. 

7. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented i ir described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

8. Claims 66-69, 73, 74, 76, 77, 79 and 83 are rejected under 35 U.S.C. 102(e) as being 

anticipated by Chen et al (7419964). 

Chen et al, discloses a single-stranded cDNA (ssDNA) in the cell, an expression vector is 
comprised of a cassette comprising a sequence of interest, an inverted tandem repeat, and a 
primer binding site 3' to the inverted tandem repeat, and a reverse transcriptase/RNAse H coding 
gene, and is transfected into the infected cells for inhibition of HSV replication. The resulting 
ssDNA binds to the target sequence to alter expression of the target sequence for such purposes 
as gene activation or inactivation using duplex or triplex binding of nucleic acids, site-directed 
mutagenesis, interruption of cellular function by binding to specific cellular proteins, or 
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interfering with RNA splicing functions (abstract; claims). Chen et al discloses "In a preferred 
embodiment, the vector comprising the present composition includes a cassette comprised of a 
sequence of interest flanked by an inverted tandem repeat, a 3' primer binding site (PBS), and a 
gene encoding a reverse transcriptase for transcribing the mRNA transcript of the cassette from 
the PBS to release a single-stranded cDNA transcript in a cell into which the expression vector 
has been incorporated at the affected site." (Brief Summary, paragraph 33) Chen et al discloses a 
that "vector comprises a set of genetic elements adapted for delivery into a cell to produce 
ssDNA in vitro or in vivo for altering expression of a target sequence involved in HSV 
proliferation that includes (A) an RNA dependent DNA polymerase (reverse transcriptase) gene, 
and (B) a cassette including (1) an inverted tandem repeat (IR), (2) one or more sequences of 
interest (SOIs) located (a) between the inverted repeat (IR), (b) 3' to the IR, or (c) both between 
the IR and 3' to the IR and (3) a primer binding site (PBS) for the reverse transcriptase that is 
located 3' to the IR as shown in FIG. 2." (Detailed Description, paragraph 1 1) Chen et al 
discloses "The primer binding site (PBS) for initiation of priming for cDNA synthesis is located 
between the 3' IR and the polyadenylation signal. The PBS is a sequence that is complementary 
to a transfer RNA (tRNA) which is resident within the eukaryotic target cell. In the case of the 
mouse Maloney reverse transcriptase (MoMULV RT)." (Detailed Description, paragraph 18) 
Chen et al discloses that the vector also contain selectable markers such as tetracycline (Detailed 
paragraph 39). The prior art anticipates the claimed invention. 

Since the Patent Office does not have the facilities for examining and comparing 
applicants' vector with the vector of the prior art reference, the burden is upon applicants to show 
a distinction between the material structural and functional characteristics of the claimed vector 
and the vector of the prior art. See In re Best , 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and 
In re Fitzgerald et al , 205 USPQ 594. 

9. Claims 66-69, 72-74, 76, 77, 79 and 83 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Conrad (WO 00/221 14) or Conrad et al (WO 01/25419). 

Conrad discloses a ssDNA expression vector comprising an active fragment of MoMuLV 
reverse transcriptase, primer binding site, promoters, inverted tandem repeats as well as 
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sequences of interest (see abstract; figure 1; claims, pp. 49-56). The prior art anticipates the 
claimed invention. 

Since the Patent Office does not have the facilities for examining and comparing 
applicants' vector with the vector of the prior art reference, the burden is upon applicants to show 
a distinction between the material structural and functional characteristics of the claimed vector 
and the vector of the prior art. See In re Best , 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and 
In re Fitzgerald et al , 205 USPQ 594. 

10. No claims are allowed. 

1 1 . The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to N. M. Minnifield whose telephone number is 571-272-0860. The 
examiner can normally be reached on M-F (8:00-5:30) Second Friday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert B. Mondesi can be reached on 571-272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/N. M. Minnifield/ 

Primary Examiner, Art Unit 1645 

June 21, 2009 



